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Chairwoman Velazquez, Ranking Member Graves and members of the Committee, thank you for
holding this important hearing today on the importance of technology in an economic recovery
and the role that the Small Business Innovation Research (SBIR) grant program plays to promote
job growth and medical research advances. My nameis Will Rosdllini, CEO of
MicroTransponder Inc, asmall medica device company located in Dallas, Texas.

MicroTransponder Inc. is amember of AdvaMed, the Advanced Medical Technology
Assaociation, which represents over 1,600 of the world's leading medical technology innovators
and manufacturers of medical devices, diagnostic products and medical information systems.
Over 70% of AdvaMed member companies are relatively small companies with sales of less than
$30 million per year. The members are devoted to the development of new technol ogies that
allow patientsto lead longer, healthier, and more productive lives. Together, the members
manufacture nearly 90 percent of the $86 billion in life-enhancing health care technology
products purchased annually in the United States, and nearly 50 percent of the $220 billion in
medical technology products purchased globally.

The medical technology industry isacritical component of the U.S. health sector. In addition to
the profound contributions of medical technology to the health and well-being of the public, in
2006 the industry employed 357,700 workers; paid $21.5 billion in salaries; and shipped $123
billion worth of products. Taking into account the national multiplier impacts, the industry
created (direct plusindirect plus stimulated impacts): 1.96 million jobs; payrolls that totaled $93
billion; and $355 hillion in shipments/sales. However, we are not just a major contributor to the
U.S. economy based on revenues and jobs. The devices we make also help patients stay
healthier longer as well as recover more quickly after treatment, thus allowing patients to
participate more fully at work and in the community.

The medical technology industry is fueled by intense competition and the innovative energy of
small companies—firmsthat drive very rapid innovation cycles among products, in many cases
leading new product iterations every 18 months. Our constant innovation leads to the
introduction of new technologies that prevent iliness, allow earlier detection of diseases, and
treat patients as effectively and efficiently as possible.

Overview of MicroTransponder Inc.

The SBIR program has made it possible for MicroTransponder to develop treatments for chronic
pain and other neurological disorders, including Tinnitus, Traumatic Brain Injury, PTSD, motor
disorders, Autism, and others. Taken together, these conditions affect over 50 million peoplein
the US and represent an economic burden of over $100 billion dollars annualy.

Utilizing SBIR funding, Drs. Michael Kilgard and Navzer Engineer have recently collected
preliminary datathat suggest that our devices may soon be able to reverse the cause of a
neurological disease. This disease severely affects 12 million people in the United States, and



500,000 veterans ---93,000 of whom have recently returned from Irag. This disease istinnitus.
Tinnitus is adebilitating constant ringing sensation that originatesin the brain itself. Tinnitusis
caused by hearing loss, often from traumarelated to explosions. The VA aoneis projected to
spend $1 billion annually by 2011 in tinnitus disability compensation alone. We expect to move
our promising treatment for tinnitus into clinical testing in humans within 2 years. We treat
tinnitus by implanting a small device near anerve in the side of the neck. The device emits small
electric pulses near the nerve, which sends asignal up to the brain to produce chemicals that
allow the brain to reprogram itself. When atinnitus patient receives this device therapy while
listening to a series of auditory tones, the brain is able to reprogram itself to eliminate the painful
ringing sensation of tinnitus. If successful in humans, our technology will be thefirst time a
neurological disease has been reversed using medical devices. It isavery exciting time for us at
MicroTransponder and it would not have been possible without the SBIR program.

| started MicroTransponder in 2006, while | was a graduate student in the neuroscience program
at the University of Texas at Dallas (UT Dallas). | saw the potential of an invention by Dr. Larry
Cauller. With funding from DARPA, Dr. Cauller had invented a wireless micron size nerve
interface device aimed at interfacing nerves with prosthetic devices. However, | realized that this
same wireless nerve interface device could aso be applied more generally to the medical field,
whereupon | started MicroTransponder to realize this vision. Using SBIR funding, our
collaborator Dr. Michadl Kilgard, also of UT Dallas has shown that our general approach can
indeed be used to induce neuroplasticity in the brain. Dr. Kilgard' slab has shown that it is now
possible to selectively alter brain function in a predictable and potentially therapeutic manner—it
isthisfinding that may lead to an effective treatment for tinnitus and possible solutions for a host
of other neurological disorders. More information on our neuroscience research can be found on
our website www.microtransponder.com.

However, raising private money to bring this type of invention into the medical field is not easy.
Even though | have an MBA, a JD, masters of neuroscience and have an entrepreneurial track
record in the medica field, private funding was difficult to find. Our technology is so new that it
represents avery high risk/high reward proposition and venture funding is difficult to obtain.
However, the SBIR program is specifically designed to fund research on promising high risk
projects. Thistype of risk iswhat leads to paradigm shifting discoveries.

In 2007, we received our first Phase 1 grant award from Joseph Pancrazio, program director of
the extramural research program at NIH NINDS. Dr. Pancrazio not only approved our funding,
but has remained inextricably interested and engaged in our research progress — he funded us
truly believing that Dr. Cauller’ s neuroprosthesis technology will significant change the world
someday. This award enabled us to obtain important data for the chronic pain indication. Inthe
course of these efforts, we found that our technology could also be applied to awide variety of
nervous system based diseases, including tinnitus. This funding was part of the reason we were
ableto develop arobust research program at UT Dallas.

Last year, we applied for 5 SBIR grants and obtained funding for 3—the normal funding rateis



lessthan 1 out of 5, so this success rate spoke well about our technology and our team. We
received support from program directors Roger Miller at NIH NIDCD and John Kusiak from NIH
NIDCR, both believed that our technology could help the millions of patients suffering from neurol ogical
illness.

The SBIR grants serve a number of important roles in getting high risk/high reward companies
off the ground. First they enable the companies to inexpensively test the feasibility of their
technology and obtain additional funding if the technology does prove to be feasible. Secondly,
when acompany is able to show feasibility and garner additional SBIR funds, this provides an
independent scientific validation of the company’ s approach and opens the door for venture
capital and other private fundraising. For example, after receiving our first funds from the NIH,
we were able to obtain additional funds from the Texas Emerging Technology Fund, which
awarded us a $1.4 million grant. The combined funding has allowed us to obtain proof of
principle laboratory data and finalize our prototype device. We are now preparing to enter
clinica trials at the end of this year for treating chronic pain as well as possibly reversing tinnitus
using medical device. This progress could never have been made without SBIR funding.

Without the SBIR program, many high risk/high reward technologies would not be devel oped
and the public would have fewer new treatments for serious illnesses.

The Need for Alternative Funding M echanisms Beyond SBIR/STTRs

There are atremendous number of costs associated with any start-up company and SBIR funding
only covers asmall part of those costs. The program is limited in the funds that it provides and is
very strict asto how that money can be spent. For example, those monies cannot support market
research or the bulk of lawyer fees for intellectual property protection.

In addition, thereisalong runway for obtaining funds. It can take one to two yearsto obtain
funding. Even for a perfect proposal with clear scientific merit, there is a nine month time
window between submission and receipt of funds. Those funds are very limited and we would
suggest an increase in the amounts of funding for both Phase | and Phase |1 grants by 50%. That
would help alleviate some of the burdens on small business. However, it isimportant that other
sources of funds be available as well, since costs of device development continue to accelerate
due to elevated FDA standards and higher healthcare industry costs.

There are three main sources for the large amount of capital that is needed to bring anew
medical product to market. One is company revenues, another is VC funding, and afinal oneis
to license the technology to or partner with an already established company.

Some small companies already have products on the market and use that revenue and experience
to bring their SBIR supported products to market. Such companies do not have the capital to



support therisky R& D efforts that SBIRs support. The SBIR mechanism therefore allows these
types of companies to develop innovative technol ogies that would otherwise not be devel oped.

A start-up company with no revenue other than SBIRs and a small seed amount of investment is
in adifferent situation for getting their product to market. They will need considerable non-SBIR
funds. These funds can come from VCs or a partner. Partnering is usually a preferred method of
getting on€e’ s product to market because the start-up company does not have to develop the
expertise needed in this area. However, not all products and not all companies are right for
partnering. Many products may help patient populations that are very small and thus not as
commercialy attractive. In addition, and perhaps more importantly, in order to partner a
technology, it is necessary to develop the technology to alater stage than SBIR funding alone
can takeit. Thisiswhere VC funding is needed.

The Impact of SBIR Eligibility Rules on VC Funding

A series of rulings from 2001 — 2003 by the Small Business Administration's Office of Hearings
and Appeals resulted in the determination that small businesses that were majority-backed by
venture capital investors were no longer eligible for SBIR grants. This regulation excludes many
small medical technology companies from participating in the SBIR program — including many
that have received SBIR grantsin the past and are emblematic of the success of the program —
even though these small businesses still have a tremendous need for assistance. This does not
seem to be within the spirit of the original intent of the SBIR program, which isto help small
businesses develop promising, early stage technologies.

It isfar more attractive for a venture group to invest in risky technology if there is atrack record
of SBIR successes. This greatly reduces the risk of investment, however as the rules are today,
many companies would have to give up their SBIR funding in order to obtain venture funding.

Thisisacatch-22 situation. In order to attract VC funding, a company must obtain SBIR funding
first. However, they will lose that funding if the V C invests too heavily. This greatly reduces the
amount of VC funds that can be raised, which reduces the probability of success and in the end
reduces V C investments.

Thisregulation also makes it less likely that VCs will invest in agiven company because they
know that SBIRs are no longer possible. Start-up companies that have scientists from academia
with solid track records of grant funding lose an important leverage tool for bringing in VC
monies. This reduces overall investment and decreases the chance that many important
technologies will not be devel oped.

Finally, the NIH is certainly interested in funding the very best ideas available. By removing
many small companies from the pool of possible ideas, the current regulations remove some of
the best ideas from consideration by the SBIR program.



Legislation to Restore SBIR Eligibility for Small Businesses

Addressing the VC funding issue is a concern to MicroTransponder and other small companies
that rely on SBIR funding to develop new medical technologies for patients. By removing the

V C funding mechanism from us, it decreases our chances of success. We may or may not
eventually require VC funding on the order of over 50% ownership, however by not having that
option, our overall probability of successis diminished.

Legislation for NeuroTechnology Research - National Neurotechnology Initiative Act (H.R.
1483)

Brain research has been underfinanced for decades relative to its economic burden on society.
For example, the economic burden a prominent viral infection on the U.S. is approximately $40
Billion annually; and thus the federal research budget in 2008 was $18.2 Billion. In comparison,
the economic burden of neurological diseasesis approximately $100 Billion annually and the
federal brain research budget for the NIH, DoD, and other sourcesis less than $10 Billion. Brain
research is comparatively more expensive and many projects that show scientific merit to create
treatments for neurological indications are currently going unfunded due to lack of resources
dedicated to brain research. H.R. 1483 provides funds for neuroscience research to the 16 NIH
agencies conducting brain research and SBIR companiesin the field.

Within MicroTransponders's experience in the neurotechnology field, the biggest bottleneck is
probably the FDA approval process. The FDA approval process costs far more and takes far
longer for brain-related drugs, devices, and diagnostics than it does for other drugs, devices, and
diagnostics. This means that when investors have a choice between funding two potential
medical advances, it makes much more financia sense for them to fund the one that is not brain-
related. Asaresult, treatments that could save and improve millions of lives are languishing.
The key to solving this problem is not to make FDA's approval process any looser, but to get
FDA the resources necessary to hire and train people who specialize in neurotechnol ogy.
AdvaMed is proud to partner with consumer groups, patient groups, and other industry
organizations as a Member of the Alliance for a Stronger FDA, whose sole mission it to advocate
for increased funding for the FDA. Getting the FDA more funding to hire the staff needed to
specialize in neurotechnology, which will free up private capital for investment in companies
like mine, which will alow us to expand.

The disincentives associated with the FDA approval process, as well as the difficulty and lack of
SBIR funding, and the insufficiency in collaborations between the 16 institutes of NIH, the VA,
and the DoD, all create deterrent forces against translational innovation. Many of these
bottlenecks are addressed in a bill called the National Neurotechnology Initiative Act (H.R.
1483), sponsored by Representatives Kennedy and Ros-Lehtinen. Along with the
Neurotechnology Industry Organization, | strongly support this bill as away to ensure that our
nation's basic research investments are effectively translated into diagnostics, treatments, and
cures that save and improve lives, while generating jobs and moving our economy forward.



Conclusion

The United States spends a tremendous amount of money on basic research. We lead the world
in research funding, in new discoveries, in scientific publications. Our research commitment is
important and should be continued. But in order for this research to have arole in the economic
recovery, it must be translated into applications. Only when new technology reaches the
application stage does it begin generating jobs and improving people's lives.

Chairwoman Velazquez and Ranking Member Graves, we thank you for your leadership in the
reauthorization of the SBIR program. We look forward to working with the Committee as
legislation for SBIR reauthorization and for neurotechnology initiatives specifically move
forward. We want ensure that small businesses will continue to drive medica innovation and
develop promising new technologies for patients, especialy as our nation seeks economic
recovery. I'll be happy to answer any questions you may have.



